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Docket No.: 1994N-0418 Reclassification of Automatic External Defibrillators 

Dear Medical Device Classification Officer: 

I am writing as a healthcare professional to encourage you to reclassify Automatic 
External Defibrillators (AEDs) from Class III to Class II, as a medical device. I 
understand that this reclassification will allow AEDs to reach the American market more 
quickly, but with reasonable safeguards for pre-marketing testing and assurance that they 
will function properly. My own interests in AEDs stem from my involvement for the last 
15 years under the American Heart Association, and the National Heart Lung and Blood 
Institute auspices in the development, testing of AEDs for public use (see CV and 
papers). I was President of the American Heart Association in 1990. I chaired a 
taskforce of the American Heart Association that championed covering AEDs by the 
Good Samaritan Laws, and allowing advancement of AEDs through the FDA Regulatory 
System as “prescription device” to be placed in the hands of non-professionals for use 
during cardiac arrest. References to papers published by the task force include: 

1. Weisfeldt ML, Kerber RE, McGoldrick RP, Moss AJ, Nichol G, Ornato JP, 
Palmer DG, Riegel B, Smith Jr. SC: American Heart Association Report on 
the Public Access Defibrillation Conference December 8-10, 1994. 
Circulation. 1995; 92:2740-2747 

2. Nichol G, Hallstrom AP, Kerber R, Moss AJ, Ornato JP, Palmer D, Riegel B, 
Smith S, Weisfeldt ML: American Heart Association report on the second 
public access defibrillation conference, April 17-19, 1997, Special Report. 
Circulation. 97:1309-1314, 1998. 

3. Nichol G, Hallstrom A, Ornato JP, Riegel B, Stiell I, Valenzuela T, Wells G, 
White RD, Weisfeldt ML: Increased public access to defibrillation could 
prove potentially cost-effective and life-saving. Circulation. 97: 13 15-l 320, 
1998. 



4. Weil MH, Becker L, Budinger T, Kern K, Nichol G, Shechter I, Traystman R, 
Wiedemann H, Wise R, Weisfeldt M, Sopko G: Workshop executive 
summary report: post-resuscitative and initial utility in life saving efforts 
(PULSE). Circulation. 103: 1182-l 184,200l. 

5. Becker L, Weisfeldt M, Weil MH, Budinger T, Carrico J, Kern K, Nichol G, 
Shechter I, Traystman R, Webb C, Wiedemann H, Wise R, Sopko G: The 
PULSE initiative: scientific priorities and strategic planning for resuscitation 
research and life saving therapies. Circdation. 105:2562-2570,2002. 

I have had no personal revenue, grant support or other financial relationship including 
stock ownership with any AED manufacturers. 

As well, I have been involved as a member of the steering committee and as a liaison 
officer in the development, conduct and creation of the Public Access Defibrillation study 
which was recently reported as initial results at the meeting of the American College of 
Cardiology in March. This study documented that with non-physician, non-professional 
lay volunteers, the presence of AEDs in public places can result in twice the survival rate 
compared to sites where AEDs are not present (and CPR is instructed). These results 
along with the results in airports, casinos and other places where individuals are trained 
to have a duty to respond show a very dramatic benefit of these devices. It is certainly 
my belief and the belief of many health professionals that these devices over the next 
several years will be broadly distributed in public buildings, as well as in many homes 
and residences where there are patients with cardiac disease. I do believe that the FDA 
re-classifying these devices would be of help to the industry and to the straightforward 
development of better and easier to use devices as new resuscitation science and clinical 
trial results indicate. 

I support reclassification of AEDs to Class II based on a review and knowledge of the 
record of error-free operations of these devices, the literature, my clinical experience and 
safeguards currently in place to address potential risk. The record is nearly serious risk- 
free for their use. I am convinced by my knowledge and experience that risk and adverse 
events are rare and minimal compared to the clinical benefit they provide. 

Thank you for the opportunity to share my views. 

/con ’ 
Enclosure: Curriculum Vitae of Myron L. Weisfeldt, M.D. 
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Publications: 

1. Lepley D Jr., Weisfeldt ML, Close AS, Schmidt B, Bowler J, Kory R, Ellison EH: 
Effect of low molecular weight dextran on hemorrhagic shock. Surgery 54:93- 103, 
1963. 

2. Daggett WM, Weisfeldt ML, Sarnoff SJ: Cardiac dynamics and contractility after 
acetyl strophanthidin in the closed chest dog. Surgical Forum XV:25 l-253, 1964. 

3. Sarnoff SJ, Gilmore JP, Weisfeldt ML, Daggett WM, Mansfield PG: Influence of 
norepinephrine on myocardial oxygen consumption under controlled hemodynamic 
conditions. Am. J Cardiol. 16:217-226, 1965. 

4. Gilmore JP, Weisfeldt ML: Contribution of intravascular receptors to the renal 
responses following intravascular volume expansion. Circ. Res. 17: 144-154, 1965. 

5. Daggett WM, Weisfeldt ML: Influence of the sympathetic nervous system on the 
response of the normal heart to digitalis. Am. J. CardioZ. 16:394-405, 1965. 

6. Sarnoff SJ, Gilmore JP, Daggett WM, Mansfield PB, McDonald R, Weisfeldt ML: 
Net K loss and changes in oxygen consumption and ventricular performance during 
paired stimulation of the heart. Bull. A? Y. Acad. Med. 41:602-605, 1965. 

7. Sarnoff SJ, Gilmore JP, Daggett WM, Mansfield PB, Weisfeldt ML, McDonald R: 
Myocardial dynamics, contractility, oxygen consumption and K balance during 
paired stimulation. Am. J. Physiol. 211:376-386, 1966. 

8. Sarnoff SJ, Gilmore JP, McDonald R, Daggett WM, Weisfeldt ML, Mansfield PB: 
Relationship between myocardial K balance, oxygen consumption and contractility. 
Am. J Physiol. 211:361-375, 1966. 

9. Shreiner DP, Weisfeldt ML, Shock NW: Effect of age, sex and breeding status on 
the rat heart. Am. J Physiol. 217: 176-180, 1969. 
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Weisfeldt ML, Scully HE, Selden R, Bello AC, Powell WJ Jr, Daggett W M : E ffect 
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Reid PR, Taylor DR, Kelly DT, Weisfeldt ML, Hum phries JO, Ross RS, Pitt B : 
Myocardial infarct extension detected by precordial ST  segm ent m apping. New 
Engl. J Med. 290-123-128, 1974. 

W illerson JT, Weisfeldt ML, Sanders CA, Powell WJ Jr: Influence of 
hyperosm olar agents on hypoxic cat papillary m uscle. Cardiovasc. Res. 8: 8- 17, 
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Weisfeldt ML, Armstrong P , Scully HE, Sanders CA, Daggett W M : Incom plete 
relaxation between beats following myocardial hypoxia and ischem ia. J. CZin. 
Invest. 53:1626-1636, 1974. 

Weisfeldt ML, Scully HE, F rederiksen J, Rubenstein JJ, Pohost G M , Beierholm  E , 
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Rigo P , M urray M , S trauss HW, Taylor DR, Kelly DT, Weisfeldt ML, Pitt B : Left 
ventricular function in acute myocardial infarction evaluated by gated 
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Lakatta EG, Gerstenblith G, Angel1 CS, Shock NW, Weisfeldt M L: Dim inished 
inotropic response to aged myocardium  to catecholam ines. C&c. Rex 36:262-269, 
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Pohost G M , Dinsm ore RE, Rubenstein JF, O’Keefe DD, Grantham  RN, Scully HE, 
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Delgado C, Pitt B , Taylor DR, WeisfeIdt ML, Kelly DT: Role of sublingual 
nitroglycerin in patients with acute myocardial infarction. B rit. Heart J 
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Flaherty JT, Reid P , Kelly DT, Taylor DR, Weisfeldt ML, Pitt B : Intravenous 
nitroglycerin in acute myocardial infarction. Circulation 5 1: 132-139, 1975. 

Weisfeldt ML, Greene HL: Improving cardiopulm onary resuscitation. M d. S tate 
M ed. J. 24(3):86-87, 1975. 

Rigo P , M urray M , Taylor DR, Weisfeldt ML, Strauss HW, Pitt B : Hem odynam ic 
and prognostic findings in patients with transm ural and nontransm ural infarction. 
Circulation 5 1: 1064- 1070, 1975. 

Rigo P , M urray M , Taylor DR, Weisfeldt M L, Kelly DT, S trauss HW, Pitt B : 
Right ventricular dysfunction detected by gated scintiphotography in patients with 
acute inferior myocardial infarction. Circulation 52:268-274, 1975. 
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